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Anotace predmétu:

Cilem predmétu je seznamit studenty s aktualné platnymi principy Spravné Klinické Praxe (SPK)
vyZadovanymi pfi provadéni klinickych hodnoceni.

Zakladni témata:

1. Vymezeni pojmu a historicky vyvoj pozadavka.
2. Legislativa (mezinarodni, evropska, ceska).

3. Vyvoj léku, typy klinickych studii.

4. Principy SPK (etické komise, informovany souhlas pacienta, prava subjektd hodnoceni, pozadavky
na pripravu protokolu klinické studie, dokumenty spojené s klinickym hodnocenim, monitorovani
klinickych studii, statistické hodnoceni, archivace, klinické hodnoceni u déti).

5. Priklady z praxe s analyzou moznych pochybeni.

Studijni literatura a studijni pomucky:

WMA Declaration of Helsinki — Ethical Principles for Medical Research Involving Human Subjects.
https://www.wma.net/policies-post/wma-declaration-of-helsinkiethical-principles-for-medical-
research-involving-human-subjects/

ICH Guidelines. http://www.ich.org/products/guidelines.html

Eudralex - Volume 10 Clinical trials guidelines. http://ec.europa.eu/health/documents/eudralex/vol-
10/index_en.htm

Guideline for good clinical practice E6(R2). EMA/CHMP/ICH/135/1995
http://www.ema.europa.eu/docs/en GB/document library/Scientific guideline/201
5/08/WC500191488.pdf

Directive 2001/20/EC of the European Parliament and Council of 4 April 2001 on the approximation
of the laws, regulations and administrative provisions of the Member States relating to the
implementation of good clinical practice in the conduct of clinical trials on medicinal products for
human use.

Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on
clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC
http://ec.europa.eu/health/documents/eudralex/vol10/index_en.htm.

Nafizeni Evropského parlamentu a Rady (ES) ¢. 1901/2006 ze dne 12. prosince 2006 o lécivych
ptipravcich pro pediatrické pouZiti a 0 zméné nafizeni (EHS) 1768/92, smérnice 2001/20/ES, smérnice
2001/83/ES a nafizeni (ES) 726/2004

http://eurlex.europa.eu/LexUriServ/site/cs/0i/2006/| 378/ 37820061227cs00010019.pdf
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